Department of Defense

INSTRUCTION

Aoril 20, 1994
NUMBER 6440. 2

HA

SUBJECT :  dinical Laboratory I|nprovenent Program (CLIP)

Ref er ences: (a) Assistant Secretary of Defense (Health Affairs)
Menmorandum  “Policy Statenment |nplenenting the
Clinical Laboratory Inprovenent Anendnents of
1988 (cLIA' 88) within the Departnent of Defense
(DoD) , “ QOctober 8, 1993 (hereby cancel ed)

(b) Public Law 100-578, “dinical Laboratory

| nprovenent Amendnents of 1988, " COctober 31,
1988

(¢) Menorandum of Agreenent (MOA) between the
Department of Defense and Departnment of Health
and Human Services, “lInplenmentation of the
Clinical Laboratory Inprovenent Amendnents of

1988 (CLIA' 88) within DoD, " January 16, 1993
A, PURPOSE

This Instruction:

1. Supersedes reference (a)

2. Inplenents references (b) and (c) by establishing policy,
assigning responsibilities, and prescribing procedures to inplenent
and admnister the CLIP within the Departnment of Defense.

3. Establishes the CLIP office at the Armed Forces Institute
of Pathol ogy (AFIP) .

B. APPLICABILITY

This Instruction applies to the Ofice of the Secretary of
Defense; the MIitary Departnments; and the Unifornmed Services
University of the Health Sciences (hereafter referred to
collectively as “the DoD Conponents” ) .

C. DEFI N TIONS

Terns used in this Instruction are defined in enclosure 1.



D. POLICY

It is DoD policy that:

1. The DoD Conponents wi |l ensure the quality and
reliability of all nedical tests performed by clinical
| aboratories under their purview

2. DoD standards to inprove the quality of clinical
| aboratory testing in DoD facilities conducting testing on human
speci nens for health assessnent or for the prevention, diagnosis,
or treatnent of disease wll|l be conparable, but not necessarily
| dentical, to those issued by the Departnent of Health and Human
Services (HHS) under Pub. L. No. 100-578 (1988) (reference (b)).

3. Under the MOA (reference (c)), Cdinical Laboratory
| nprovenent Anendnents (CLIA) conparabl e regul ati ons governing
the operation of clinical |aboratories wll incorporate to the
maxi mum ext ent possible the regulations issued by HHS under
reference (b), nodified only as may be required to neet unique
aspects of DoD missions, training, and preparations during peace,
contingency, and war tine operations which preclude conpliance
wth dinical Laboratory Inprovenent Anendnents (CLIA) .

E. RESPONSI BI LI TI ES

1. The Assistant Secretary of Defense for Health Affairs
shal |l have responsibility ftor program oversight and policy review
on the inplenmentation of CLIA conparable regul ations.

2. The Secretaries of the MIlitary Departnents shall:

a. Enact the DoD CLIP policy and CLI A conparable
regulations within their respective Service's Active and Reserve
Components to include oversight, inspections, proficiency
testing, personnel standards, and training in clinical
| aborat ori es.

b. Establish procedures to take corrective action on
clinical |aboratory facilities whose proficiency testing or
performance criteria fall outside the standards of the Tri-
Service CLIP regulations.

c. Establish the standards and regul ati ons governing the
operation, managenment, and oversight of clinical |aboratory
assets assigned to operational forces. Except where operational
constraints preclude conpliance, these standards governing
clinical laboratory assets assigned to operational forces wll
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Incorporate the Tri-Service CLIP regulations to the maximum
extent possible wthout i|npeding operational requirenents.

3. The Secretary of the Arny (Executive Agent for AFIP),

shal| conduct a periodic review of the CLIP Ofice to ensure the
qual ity of program execution and reporting.

F.  PROCEDURES

1. The CLIP office shall be established by the D rector,
AFI P and shall be staffed by an officer and an enlisted
representative from each of the Mlitary Departnents. The
officer assigned to the CLIP office by each of the Mlitary

Departnents may interact directly with the respective Service
Surgeon General or his or her designee on matters relating to

this conprehensive clinical |aboratory quality inprovenent
program

2. The CLIP office shall:

a. Serve as the DoD CLI A program manager.

b. Develop and issue, Wth the approval of the Assistant
Secretary of Defense for Health Affairs (ASD(HA)), the Tri-
Service CLIP regulations to establish the mninum standards for

clinical |aboratory operations and testing sites wthin the
Departnment of Defense. Such Tri-Service CLIP regulations do not

preclude additional clinical |aboratory quality standards as may
be required by the Secretaries of the MIlitary Departnents.

c. ldentify, register, and certify all appropriate
clinical laboratory testing sites wthin the Department of
Def ense.

d. Provide information on clinical |aboratory
proficiency testing performance or deficiencies to the
appropriate Service Surgeon Ceneral for resolution.

e. Provide to the Deputy Assistant Secretary of Defense
for Health Affairs (Professional Affairs and Quality Assurance)
(DASD (HA) (PA&QA)), a listing of clinical | gboratories ‘f ‘he ‘®
Conmponents to which suspension, limtation, or revocation of CLIP
certificates have been inposed.

f. Respond to all requests from Federal, State, or
civilian health agencies for access to information contained
within the CLIP office data base. All requests for information

and/ or access, with subsequent witten approval or disapproval of



said requests, shall be retained by the CLIP office at the AFIP
for admnistrative documentation and audit review

3. Requests from Federal, State, or civilian health agencies
for access to information contained wthin the CLIP office data
base shall be submtted in witing to the Armed Forces Institute
of Pathology, Cinical Laboratory Inprovenent Program Ofice,
Washi ngton, DC, 20306-6000.

G EFFECTI VE DATE AND | MPLEMENTATI ON

This Instruction is effective immediately. The Mlitary
Departnments shall forward two copies of i|Inplenmenting docunents to
the Assistant Secretary of Defense for Health Affairs wthin 120

days. %\w

Stephen C. g , M.D., M.P.H.
Assiisttamnit Seésretary 6fF Defense
for Health Affairs

Encl osure - 1
1. Definitions
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DEFI NI TI ONS

1. Cinical Laboratory. A facility for the biological,

m crobi ol ogi cal, serological chemcal, immunohematological,
hematological, biophysical, cytol ogi cal, pathol ogical, or other
exam nation of materials derived fromthe human body for the
purpose of providing information for the prevention, diagnosis,

or treatnent of any disease or inpairnment of, or the assessnent
of the health of, human beings. hese exam nations al so include

procedures to determne, measure, Or otherw se describe the
resence or absence of various Substances or organisms in the
ody . Facilities only collecting or preparing specinmens (or
both) or only serving as a mailing service and not perform ng
testing are not considered clinical |aboratories.

2 dinical Laboratory |nprovenent Anmendnents (CLIA) Conpar abl e
Requl ations. Regulations and instructions by the DoD Conponents
based on the CLIA regulations issued by the HHS. ~ CLIA conparable
regul ations are simlar to, but not necessarily identical to, HHS
CLI'A regul ati ons, modi fied only as may be required to neet unique
aspects of DoD m ssions, training, and preparations during peace,

contingency, and war tinme operations which preclude conpliance
W th CLIA.

3. dinical Laboratory Inprovement Program (CLIP) Certificate.

Any of the followng types of certificates, as defined in the
Tri-Service CLIP regul ations, Issued by the Secretaries of the

Mlitary Departments or their designees:

certificate of \Waiver.

certificate for Physician-Perfornmed M croscopy.
certificate of Registration.

certificate of Accreditation - Mderate Conplexity.
certificate of Accreditation - H gh Conplexity.
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4, dinical Laboratory |nprovement Program (CLIP) COffice. The

office located in the Office of dinical Laboratory Affairs at
AFIP.

5. Tri-Service dinical Laboratory |nprovement Program (CLIP)
Regul ati ons. That body of rules and regul ations, establishing

the m ni mum standards for clinical Iaborator¥lo erations wthin
the Department of Defense, developed by the CLIP Office, with the

approval of the ASD(HA), and inplenented by T "
regul ations.




